INTRODUCTION
In contrast to US patent law, which allows patent protection for methods of treatment of the human body 1a , the patentability of methods for treatment by surgery or therapy and diagnostic methods practised on the human or animal body is excluded according to Article 52(4) of the European Patent Convention (EPC). Article 52(4) EPC, first sentence, reads as follows:
Methods for treatment of the human or animal body by surgery or therapy and diagnostic methods practised on the human or animal body shall not be regarded as inventions which are susceptible of industrial application within the meaning of paragraph 1.
Article 52(4) EPC represents one of the exemptions from the general clause in Article 52(1) EPC, which reads as follows:
European patents shall be granted for any inventions which are susceptible of industrial application, which are new and involve an inventive step.
The wording of Article 52(4) EPC implicitly recognizes that the methods outlined in paragraph (4) are susceptible of industrial application as a matter of reality, however, it provides that they "are not regarded as" inventions susceptible to industrial application, by way of legal fiction EPC takes precedence over article 57 EPC, 1 which states:
An invention shall be considered as susceptible of industrial application if it can be performed or used in any kind of industry including agriculture.
The provision of Article 52(4) in the EPC is based on the fundamental consideration that persons using surgical, therapeutic, or diagnostic methods as part of a medical treatment of humans or animals should not be hampered by patents 1 . Only noncommercial and non-industrial medical and veterinary activities should be free from restrictions due to patent law 2 . As explained above, medical treatments are regarded as non-commercial activities by way of fiction.
THE RECENT REFERRAL TO THE ENLARGED BOARD OF APPEAL
Recently, on December 29, 2003 , the President of the European Patent Office (EPO) has referred points of law to the Enlarged Board of Appeal relating to the interpretation of the term "diagnostic methods practised on the human or animal body" within the meaning of Article 52(4) EPC Until the Enlarged Board of Appeal has issued its decision in this case, all proceedings before the EPO firstinstance departments where the decision depends entirely on the Enlarged Board of Appeal's decision, will be suspended.
The questions referred to the Enlarged Board of Appeal are the following: 1a. Are "diagnostic methods practised on the human or animal body" within the meaning of Article 52(4) EPC (hereinafter: "diagnostic methods") only those methods containing all the procedural steps to be carried out when making a medical diagnosis, i. e. the examination phase involving the collection of relevant data, the comparison of the examination data thus obtained with the standard values, the finding of any significant deviation (a symptom) during that comparison and, finally, the attribution of the deviation to a particular clinical picture (the deductive medical decision phase), or 1b. is a claimed method a "diagnostic method" even if it only contains one procedural step that can be used for diagnostic purposes or relates to the diagnosis? 2. If the answer to question 1b is in the affirmative: Does the claimed method have to be usable exclusively for diagnostic purposes or relate exclusively to the diagnosis? According to which criteria is this to be assessed? 5 Decision of the Technical Board of Appeal T 964/99; cf.
OJ EPO 2002, 4 ff. 3a. Is a claimed method a "diagnostic method" if i) it contains at least one procedural step considered as essential for a "diagnostic method" and requiring the presence of a physician (Alternative 1), or ii) it does not require the presence of a physician but presupposes that a physician bears the responsibility (Alternative 2), or iii) all procedural steps can also or only be practised by medical or technical support staff, the patient himself or an automated system (Alternative 3)?
3b. If the participation of a physician (by being present or by bearing the responsibility) is decisive, does the physician have to participate in the procedural step practised on the body, or does he only have to participate in any procedural step considered as essential for a diagnostic method? 4. Does the requirement "practised on the human or animal body" mean that the procedural steps take place in direct contact with the body and that only such steps practised directly on the body can provide a method with the character of a diagnostic method, or is it sufficient if at least one of the procedural steps is practised directly on the body?
THE DIVERGENT DECISIONS
Prior to discussing the actual divergence between the two decisions T 385/86 and T 964/99, facts underlying both cases are summarized. Further decisions were issued by different Technical Boards of Appeal of the EPO which then followed the one or other of the two cases. In the case under decision the requirement that a diagnostic method in the sense of Article 52(4) EPC must contain all steps necessary for obtaining a diagnosis was not fulfilled, because, in the Board`s view, the claimed method would only result in a quantitative expression of an isolated physical variable, which does not indicate immediately a diagnosis. It remained to be shown that the measure values differ significantly from a value regarded as normal, i.e. non-pathological, and the deviation had to be attributed to a certain clinical picture (see items 3.4 and 3.4.1 of the reasons).
Decision T 385/86 -
Further, in the Board`s view, the criterion "practised on the body" was not fulfilled. Under item 4.1, the Board concluded from the requirement of a narrow construction of Article 52(4) EPC that both the examination (measurement of actual value) and establishing the symptoms on the basis of the examination results, hence the deviation measured from the norm, must be carried out on a living body. In the case under decision, however, the data obtained would be visible on a data carrier detached from the body only after further technical measures which would take place outside the body. Any further step which as a result of comparison with a norm would reveal an abnormal deviation, would not require the patient's presence.
The practice of a diagnostic method on the human or animal body in the meaning of Article 52(4) EPC, first sentence, EPC, would presuppose that even a deviation from a norm that must be regarded as a symptom is directly discernible on the body itself (see items 4.2 and 4.3 of the reasons). Examples would be an allergy test in which the abnormal deviation can be detected from a change to the skin, a method in which scarlet-fever spots are directly observed or an endoscopic examination carried out to ascertain liver damage (item 4.3 of the reasons).
Further, according to the Technical Board, since the examination phase does not require the presence of a doctor, the measures claimed would be susceptible of industrial application, just like laboratory tests carried out on blood or tissue samples. A method involving interaction with the human or animal body is susceptible of industrial application if it can be used with the desired result by a technician without specialist medical knowledge and skills, according to T 385/86 (see item 3.5.2 of the reasons).
None of the three basic requirements, established by the Board (all steps involved in diagnosis must be part of the claimed method, examination and establishing symptoms must be practised on the body, participation of a physician is necessary during examination), were fulfilled in the case under decision in order to categorize the method as a diagnostic method in the meaning of Article 52(4) EPC. Thus, the method claimed was regarded as being susceptible to industrial application and therefore not excluded by Article 52(4)EPC.
In the Referral, it is noted that the interpretation of the term "diagnostic method" as applied by the Board in T 385/86 was in accordance with several earlier decisions of the Technical Boards of Appeal of the EPO, and that later decisions would have confirmed this view.
Further, the narrow interpretation of the term "diagnostic method" as applied in T 385/86 would also be applied in the practice of the EPO in the "Guidelines for Examination in the EPO" (C-IV, 4.2.1., December 2003, page 52), which reads as follows:
"Diagnostic methods likewise do not cover all methods related to diagnosis. Methods for obtaining information (data, physical quantities) from the living human or animal body are not excluded by Art. 52(4) EPC, if the information obtained merely provides intermediate results which, on their own, do not enable a decision to be made on the treatment necessary. Generally, such methods include X-ray investigation, NMR studies, and blood pressure measurements (see 385/86, OJ 8/1988, 308) ."
Decisions based on T 385/86
In this section, examples are provided of claims to methods that have been regarded as patentable under Article 52(4) EPC because they only provide interim results and would not allow an immediate decision on a diagnosis. The corresponding decisions all refer to decision T 385/86 in their reasons.
Decision T 83/87
6 refers to a method for the detection of glucose in the body fluid in the presence of interfering foreign substances by use of an implanted sensor. The basis for the decision were seven claims, the only independent claim, read as follows: The Technical Board agreed with the Division of lower instance in that the data points could be used in the scope of diagnosis. However, by citing decision T 385/86, the Board concluded that in this case, without reference to values regarded as normal and an attribution of a possible deviation from the norm to a disease condition, the data points itself would not lead to an immediate recognition of a pathological condition (see item 3.2 of the reasons). Claims 2 to 6 are referred back to Claim 1.
In the reasons, the Board stated that the method to which claim 1 refers to would provide a spatial spin-density distribution in selected planes that would allow the localization of an eventual pathological deviation only after a comparison with normal values. Since a further step would be necessary in order to attribute a localized deviation to a particular clinical picture, claim 1 would only comprise the examination and data gathering phase of diagnosis, thus providing only interim results.
Further, the claimed method could be implemented without specialist medical knowledge, according to the Board, because the magnetic fields would not leave any harmful side-effects in the living matter. Finally, a possible deviation from the norm would be only discernible from diagrams and not from the human or animal body itself. For the reasons above and by referring to T 385/86, the Board then decided that the method would not represent a diagnostic method in the meaning of Article 52(4) EPC (see items 3.1 to 3.3 in the reasons). , by reference to T 386/86, because a direct decision on a particular course of a medical treatment was not possible. The steps of providing a collector, placing it, collecting discharge therein, retrieving and disposing of it would not fulfil this condition because on the sample thus collected, not even data would be gathered (see item 4.3 of the reasons).
2.5. A method for locating lung malignancies by injection of radioactive copper complexes was the subject matter of claims 8-11 in the application on which decision T 629/98 10 was based. The original claim 8 for example read as follows: According to the Board, the expression "evaluation of an X-ray photograph" in claim 1 would be so vague and general that it could also cover the case where a diagnosis is being made (see item 10 of the reasons). It would appear that this expression could be so interpreted that the said final data distributions of the bone densities according to steps (c) for example were evaluated by e.g. a doctor by comparing these distributions of the bone densities with model distributions in order to find out the status of a patient with regard to ageing or bone densities. Thereby, not only interim results would be provided, but a deviation to a particular clinical picture would be possible such that a doctor could start a medical treatment. Hence, the claim could be interpreted such that all three steps of a diagnostic method were included.
2.7. Another example for a method which would not only provide interim results but could lead to diagnosis was the basis for the decision T807/98 12 . The subject matter was a method for the in vivo detection of abnormalities in electrophysiological signals of an organ affected by a functional disorder. Claim 1 read as follows:
Process for detecting a series of abnormal dysfunction-conditioned events among a multiplicity of normal events in an electrophysiological signal (IS) of an organ exhibiting a dysfunction, which process exhibits the following process steps: (a) the signal (IS) is compared, with respect to a signal parameter (t), with a defined treshold value (t D ), which the signal (IS) exceeds upon the occurrence both of a normal and of an abnormal event, (b) for each event, the maximum value (t T ) of the signal parameter (t) is measured, characterized in that (c) for the event which occurred respectively last and a defined number of events which occurred in succession directly before the latter, a characteristic quantity (S) corresponding to the statistical distribution of the measured maximum values (t T ) is determined, and (d) the determined characteristic quantity (S) is compared with a defined value (DVA).
According to the Board, the claimed method, characterized by data gathering and comparison steps, would fulfil all the criteria of a diagnostic method in the sense of decision T 385/86. In contrast to the case in T 385/86, in the present case, the Board stated that the claimed method would comprise a step in which a comparison is made and a pathological deviation could have been determined by a corresponding output signal. The quantitative values were transformed to a corresponding signal providing the qualitative information, whether a disease, e.g. an arrhythmia, does exist or not. An output signal would be provided as soon as the disease is recognized. Importantly, the negative statement, that a certain disease is excluded was explicitly regarded as a diagnosis. Further, the claimed method was practiced on the body and a physician would finally assume the responsibility for the method. For all these reasons the method was excluded from patentability (see item 2.2. and 2.3 of the reasons).
Decision T 964/99 -Device and method for sampling of substances using alternating polarity /Cygnus (the "one step approach")
According to the Referral, decision T 964/99 5 would not be in accordance with the principles developed in decision T 385/86 and later decisions based thereon. In the application on which decision T 964/99 was based, a noninvasive method for the iontophoretic sampling of a substance through the skin was claimed. Claim 1 read as follows: 
e) repeating steps (b) -(d).
In the reasons of the decision, the Board first cited the principles developed in T 385/86, and then interpreted and criticised the former decision. The term "diagnostic methods practised on the human or animal body" in Article 52(4) EPC would have been equated in T 385/86 with the conventional meaning of the term "diagnosis" and would imply that "diagnostic methods" would cover activities which predominantly involve mental acts (e.g. comparing of data, recording of deviations, attribution to a clinical picture). Further, by a strict adoption of the principles set out in T 385/86, typical diagnostic procedures practised on the human body, like percussion, auscultation or palpation could, in principle, be patentable, because they would not constitute a complete diagnosis (see item 3.5 in the reasons).
Importantly, the Board in T 964/99 further stated that the restrictive interpretation of the patent exemption for diagnostic methods adopted by T 385/86 would set a different standard for diagnostic methods than that established for methods of surgery or therapy, the latter being excluded from patent protection if they comprise only a single step of a surgical or therapeutic nature (see item 3.6 of the reasons).
Citing decisions T 329/94
13 and T 655/92 14 , the Board stated that the restrictive interpretation of T 385/86 had not been consistently adopted, because in these cases also only one step essential for the desired diagnostic result and for which a doctor assumes the responsibility would be sufficient for an exclusion from patentability (see item 3.7 of the reasons). Under item 4.1 of the reasons, the Board explicitly stated that the expression "diagnostic methods practised on the human or animal body" in Article 52(4) EPC should not be considered to relate to methods containing all the steps involved in reaching a medical diagnosis.
By analysing the term "diagnosis" and "diagnostic", the Board concluded that the straightforward meaning of "diagnostic methods" would be "methods pertaining to or of value for the purposes of diagnosis." Within this meaning any medical activity concerning the gathering of information in the course of establishing a diagnosis qualifies as a diagnostic method. Therefore, Article 52(4) EPC would be meant to exclude from patent protection all methods practised on the human or animal body which relate to diagnosis or which are of value for the purposes of diagnosis (see item 4.4 of the reasons). Thus, a method comprising at least a single step of diagnostic character would be sufficient according to this statement to regard a method as a diagnostic method. 13 Decision of the Technical Board of Appeal T 329/94; cf.
OJ EPO 1998, 241 ff. 14 Decision of the Technical Board of Appeal T 655/92 ; cf.
OJ EPO 198, 17 ff. In the claimed method all activities would serve a diagnostic purpose and the taking of a body sample for the purpose of a medical examination would belong to a fundamental diagnostic activity, regardless of the technical means (e.g. spatula, syringe, iontophoretic current) used (items 5.1 and 5.2. of the reasons). Importantly, the Board noted that it would be immaterial if the claimed methods could be performed by a patient himself and that their execution would not have a significant impact on the body nor involve a serious health risk (item 6.1 of the reasons).
The Board in T 964/99 then provided arguments that decisions T 385/86, T 83/87, T 400/87 and T 530/93 are factually distinguished from the present case (see item 6.2 of the reasons).
In T 83/87 (see above), for example, the claimed method would not comprise any step which is explicitly practised on the human or animal body. In fact, the method would exclusively define steps concerning the internal operation of an electro-catalytic sugar sensor.
In the other three cases, all related to NMR techniques and performed on the living body, the claimed methods would only define steps which would concern the technical operation of exciting and detecting resonance signals and thus would fall under the exclusive competence and responsibility of the technician skilled in the NMR technology. These methods might be regarded as patentable even if they generate physical signals on a living body and the results could be evaluated for diagnostic purposes.
Therefore, in view of the Board in T 964/99, none of the methods judged in the above decisions would comprise a step necessarily attributable to basic medical activities exercised on the human or animal body (see item 6.2 of the reasons). In contrast, in the case under decision, the crucial step of diagnostic character would be the extraction of a body substance for diagnostic purposes, which was considered as constituting an elementary diagnostic activity performed under the ultimate responsibility of a physician and therefore would not be patentable.
According to the Referral, some later decisions would already have shown first hints for a deviation in the interpretation of the term "diagnostic method" as defined in T 385/86.
Decisions deviating from the reasoning of T 385/86
In the application being the basis for decision T 329/94 a method was claimed for facilitating blood extraction with the help of a stimulating agent. Claim 12 read as follows:
A blood extraction assistance method for facilitating sustained venous blood flow through a human limb towards a venous blood extraction point (14), the method comprising engaging means (200, 100) in tactile manner with a lower portion of the limb, characterized in that said means is limb stimulus means (200, 100) and in that the method includes selectively activating the limb stimulus means to provide a stimulus to the limb when sustained venous blood flow to the blood extraction point (14) is desired, and deactivating the limb stimulus means when sustained venous blood flow to the blood extraction point (14) is not desired.
The Board first noted that a blood extraction method considered per se would fall under the exclusion of Article 52(4) EPC in three ways if it could be considered as a step of a method of treatment by surgery, by therapy or as a diagnostic method. However, according to the Board, the purpose of the claimed subject-matter has to be defined in accordance with the patent application, as understood in the light of the description and drawings.
According to the Board, the purpose of the main request would be to facilitate sustained venous blood flow to a blood extraction point. It would matter little whether the measure would be performed by a medical practitioner or another person having medical knowledge or under the supervision of such a person. Much more important in order to decide if the claimed method is objectionable under Article 52(4) EPC would be the purpose and inevitable effect of the feature under consideration (item 5 of the reasons). In the case under decision, the Board concluded that the purpose of the claimed method was not of a diagnostic, therapeutic or surgical nature, but merely of a technical nature, with the sole aim of improving the efficiency of taking blood from a donor. The method would be clearly distinguishable from a therapeutic or diagnostic effect (item 8 of the reasons). Therefore, the exemption from patentability was denied. Thus, in contrast to T 385/86 the emphasis in this decision was clearly on the purpose of the method.
Decision T 606/96
15 refers to a multi step process for the selection of radiolabeled antibodies for in vivo cancer diagnosis and therapy. Claim 1 read as follows, The Board referred to decision T 964/99, according to which all methods practised on the human or animal body which relate to diagnosis or would be of value for the purposes of diagnosis would be excluded from patent protection. Then, the Board denied the presence of a diagnostic method in the meaning of Article 52(4) EPC in the present case because the methods would not be practised on the body of a pregnant woman but on a sample of her blood and no sampling step was included. Further each claim would explicitly mention that it relates to an in vitro method. Moreover, the activities could be undoubtedly carried out by a laboratory assistant without requiring the intervention of a physician and finally it would be immaterial if a physician is involved in steps prior to or after the steps of the claimed method (see item 13-15 of the reasons).
Differences between decision T 386/86 and T 964/99
In the Referral, three main differences between decisions T 385/86 and T 964/99 have been revealed, concerning (a) the interpretation of the term "diagnostic method", (b) the interpretation of the term " practised on the human or animal body" and (c) the necessity of the presence of a physician in a diagnostic method.
5.1. The term "diagnostic method" -all steps are required for diagnosis versus one step only required principles developed in T 385/86 since the step of attributing the measured deviation to a particular disease would be missing and further, the analysis of the samples was not performed on the body.
In case the Enlarged Board will decide that in future methods comprising at least one step related to diagnosis are excluded from patentability, the exact circumstances fulfilling this criterion have to be determined. For example, it has to be analyzed whether the value for diagnosis or the relation to diagnosis should be derivable from the patent claims themselves or if it is sufficient if the purpose and the relation could be derived implicitly or explicitly from the application in total. And further, an answer must be given as to whether or not an implicitly disclosed purpose is sufficient. For example, if a computer tomography method is claimed for the examination of food the skilled person in the art might derive that this method is also useful for tumour diagnostics; would this possibility of application already exclude the claimed method from patentability?
For the Technical Board discussing the claims in T 964/99 it was sufficient to exclude the method from patentability because the relation to diagnosis was described in the specification only and not in the claims.
Participation of a physicianmandatory versus not mandatory
According to the Board, the basis for the decision was that the NMR method of T 385/86 could be implemented by a person skilled in NMR in a commercial laboratory environment without specialist medical knowledge or skills. Further, the effect on the living matter would be of a technical nature and would not constitute an invasion of the living substance nor lead to any permanent changes in the body matter (item 3.5.1. of the reasons). The technician would be able to produce a working basis for the doctor's subsequent activity of diagnosis. Therefore, according to T 385/86 a method involving an interaction with the human or animal body would be susceptible to industrial application, if it could be used with the desired result by a technician without specialist medical knowledge and skills (see 3.5.2 of the reasons).
The President then concludes from T 385/86 that a method could be considered as a diagnostic method if it contains at least one step which could only be carried out by a doctor (Referral p. 21, last paragraph).
According to the Referral, criteria for the required involvement of a physician might be whether the claimed method would be characterized by an invasion on the living substance or would lead to any permanent changes of the body matter. Further, the final step of making a diagnosis based on the examination phase and method steps like the setting of default values (e.g. selection of radiation dosage), auscultation, placing a catheter, taking biopsies etc. would be methods which can only be practised by a doctor.
In contrast, according to decision T 964/99, it would be immaterial for the exclusion of a method as a diagnostic method whether the claimed method could be performed only by the patient himself, a technician or by a physician; if the method contained at least one step of an essential diagnostic activity it should be excluded. According to the Referral, this decision would be in agreement with the definition of "therapeutic methods" (see for example T 116/85 21 ); in particular it should not be 21 Decision of the Technical Board of Appeal T 116/85, OJ EPO, 1989, 13 decisive who practices the method in order to judge whether the method in question is a "diagnostic method." 5.3. All steps versus one step "practiced on the human or animal body"
According to decision T 385/86, Article 52(4) EPC requires that both the examination phase and the establishment of symptoms must be carried out on a living human or animal body. In other words, the actual data should be directly readable from parts of the body itself and the deviation must be directly discernible on the body itself, respectively (see items 4.1 -4.3 of the reasons). Typical examples fulfilling this prerequisites would include an allergy test, a method in which scarlet-fever spots are directly observed, or an endoscopic examination carried out to ascertain liver damage (item 4.3.1 of the reasons). In the case discussed in T 385/86 the data obtained by NMR methods would only be visible outside the body in a high-resolution resonance spectrum which appeared on a screen or plotter and also the pathological deviation was not directly discernible on the body. Further, the pathological deviation was not directly discernible on the body. According to the approach developed in decision T 385/86 the criterion "practised on the human or animal body" would also be denied for methods imaging tissues from the body via ultrasound, for electrocardiographic methods, electroand magnetic encephalogaphy methods and the method which was the subject-matter of decision T 964/99 (analysis of the sample in the laboratory). In all these cases the respective results of the examination would not be directly readable on the body itself.
Since in the claimed method of T 964/99 only the sampling step was performed on the body (which at the same time was the step with diagnostic character) it is concluded in the Referral that, according to this decision, not all steps must be practiced on the body in order to exclude a method from patentability. Rather one step in a method practised on the body would be sufficient for an exclusion from patentability. In the Referral, the President notes, that this interpretation would be in accordance with the case law concerning surgical or therapeutic methods. In T 964/99 typical examples are listed which fulfil the prerequisite "practised on the body" (e.g. the taking of a sample from the living human or animal body, percussion, auscultation and palpation).
In the Referral the question arose as to how much interaction with the body is necessary in order to fulfill the requirement "practised on the body"? For example, would the application of radiation be a method "practised on the body"? Would the mere presence/appearance of a body be sufficient to regard a method as nonpatentable under Article 52(4) EPC? Finally it has been asked if it would be a necessary, in order to exclude a method from patentability, that the step which is related to diagnosis and constitutes an essential activity of diagnosis is at the same time the step practised on the living human or animal body?
Summary and Outlook
The differences between the two cases discussed may be briefly summarized as follows: first, according to T 385/86 a method only constitutes a "diagnostic method" if it comprises all steps necessary for a medical diagnosis. In contrast, in T 964/99, one step with diagnostic character could be sufficient to regard the method as "diagnostic method". Second, whereas in T 385/86 a physician must be involved in at least one step of the "diagnostic method", this is not a prerequisite in T 964/99. Third, both the examination phase and the phase in which the symptoms are established must be practiced on the body according to T 385/86. In contrast, only one step with diagnostic character practiced on the body is sufficient in T 964/99 to regard a method as a "diagnostic method." Importantly, until the Enlarged Board of Appeal has issued its decision in this case, all proceedings before the EPO first-instance departments where the decision depends entirely on the Enlarged Board of Appeal's decision, will be suspended According to established case law of the EPO, methods are excluded from patent protection if they comprise only a single step of a surgical or therapeutical nature (see for example T 775/97, T 1005/98, T 35/99, T 606/96, T 820/92). Importantly, the President states that "it appears to be justified to treat the diagnostic methods as equal with surgical and therapeutical methods". In view of the case law in the field of therapy and the fact that some legal and socio-ethical aspects apply not only to therapeutic and surgical but also to diagnostic methods there are good chances that the Enlarged Board of Appeal will interpret the term "diagnostic method practiced on the human or animal body" according to T 964/99, thereby raising the bar for obtaining patents in the field of diagnosis.
